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Tecentrig® 1200mg/20ml
atezolizumab
Concentrate for solution for infusion
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Locally Advanced or Metastatic Urothelial Carcinoma

TECENTRIQ (atezolizumab) is indicated for the treatment of patients with locally
advanced or metastatic urothelial carcinoma who are not eligible for cisplatin-containing
chemotherapy and whose tumours have a PD-L1 expression > 5%.

TECENTRIQ is indicated for the treatment of patients with locally advanced or metastatic
urothelial carcinoma who have disease progression during or following any platinum-
containing chemotherapy or within 12 months of neoadjuvant or adjuvant chemotherapy.

Metastatic Non-Small Cell Lung Cancer

TECENTRIQ is indicated for the treatment of patients with metastatic non-small cell lung
cancer (NSCLC) who are naive to anti-PD-L1 or anti-PD-1 therapies and have disease
progression during or following platinum-containing chemotherapy. Patients with EGFR or
ALK genomic tumor aberrations should have disease progression on approved therapy for
these aberrations prior to receiving TECENTRIQ.
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Patient safety information card and brochure
The marketing of TECENTRIQ is subject to a risk management plan (RMP) including patient
safety information materials (patient information card and patient brochure ). These materials
emphasizes important safety information that the patient should be aware of before and during
treatment. Please explain to the patient the need to review these materials before starting
treatment.

Prescriber guide
This product is marketed with prescriber guide providing important safety information. Please
ensure you are familiar with this material as it contains important safety information.
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1.1 Locally Advanced or Metastatic Urothelial Carcinoma

TECENTRIQ (atezolizumab) is indicated for the treatment of patients with locally advanced or
metastatic urothelial carcinoma who are not eligible for cisplatin-containing chemotherapy and
whose tumours have a PD-L1 expression > 5%.

:Nan yTnn qon 2 Dosage and administration qyoa
2.1 Patient Selection for Treatment of Urothelial Carcinoma

Select cisplatin-ineligible patients with previously untreated locally advanced or metastatic
urothelial carcinoma for treatment with TECENTRIQ based on the PD-L1 expression on
tumor-infiltrating immune cells [see Clinical Studies (14.1)].
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2.4 Preparation and Administration

Storage of Infusion Solution

This product does not contain a preservative.

Administer immediately once prepared. If diluted TECENTRIQ infusion solution is not used
immediately, store solution either:

e At ambient temperature (<30°G25°C) for no more than 8 hours from the time of
preparation. This includes room temperature storage of the infusion in the infusion bag
and time for administration of the infusion, or

e Under refrigeration at 2°C8°C for no more than 24 hours from time of preparation.

e From a microbiological point of view, the prepared solution for infusion should be used
immediately. If not used immediately, in-use storage times and conditions prior to use
are the responsibility of the user and would normally not be longer than 24 hours at 2
°C to 8 °C or 8 hours at ambient temperature (<25 °C).




